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DETAILED ACTION 

1 . Claims 1 -4 and 6-1 1 are pending in this application. 

Information Disclosure Statement 

2. Applicant's Information Disclosure Statement, filed on 03/18/2005 has been 
acknowledged. Please refer to Applicant's copies of the 1449 submitted herewith. 

Abstract 

3. The abstract is objected to because there is nomenclature or chemical structure 
of the compounds in the abstract. It is recommended that applicant insert formula (I) in 
the abstract. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 7-1 1 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. In claims 7-1 1 , it is recited (1 )a method for the treatment and/or prophylaxis of 
central nervous system diseases (CNS); (2) treatment and/ or prophylaxis of disorders 
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of perception, concentration, learning and/or memory; or (3) a method for controlling 
disorders of perception, concentration, learning and/or memory, but the specification is 
not enabled for such a scope. 

In evaluating the enablement question, several factors are to be considered. Note In re 
Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors include: 1) 
The nature of the invention, 2) the state of the prior art, 3) the predictability or lack 
thereof in the art, 4) the amount of direction or guidance present, 5) the presence or 
absence of working examples, 6) the breadth of the claims, and 7) the quantity of 
experimentation needed. 

The scope of the claims is not adequately enabled solely based on the activity 
related to cGMP activity provided in the specification. Test procedures and assays are 
provided in the specification at pages 16-20 and it is concluded that the compounds of 
the invention are suitable for use as medicaments for humans and animals. There is no 
in vitro or in vivo data for any specific compounds of the invention. There is nothing in 
the disclosure regarding the test or assay procedure to correlate to the treatment of the 
diverse disorders embraced the instant claims. The disorders encompassed by the 
instant claims (e.g. treatment or prophylaxis of CNS in general), some of which have 
been proven to be extremely difficult to treat. There is no reasonable basis for 
assuming that the myriad of compounds embraced by the claims will all share the same 
physiological properties since they are so structurally dissimilar as to be chemically non- 
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equivalent and there is no basis in the prior art for assuming the same. Note In re 
Surrey, 151 USPQ 724 regarding sufficiency of disclosure for a Markush group. 

The claims are drawn to 'treating central nervous system diseases ', however, 
there is no magic bullet to treat CNS disorders in general. The origin and the nature of 
many central nervous system disorders such as Depression, Meningitis (viral, bacteria, 
or fungi infection), Encephalitis (viral infection), Rett syndrome, Tinnitus, Narcolepsy, 
Shy-Drager syndrome, Charcot-Marie-Tooth disease, Tarsal tunnel syndrome, 
Psychosis, Memory loss, Mental retardation, Autism, Migraine, Tension headache, 
Multiple sclerosis, etc are different one from the other. The symptoms and nature of 
these diseases are also different one from the other. Some CNS disorders are 
hereditary (Charcot-Marie-Tooth disease). Many CNS disorders vary in how they affect 
the body and its functions. Diseases such as Cerebral palsy, and Parkinson's disease 
affect the movement of the patient. Diseases such as Alzheimer's disease affect the 
memory of the patient. Since the origin and nature of CNS disorders vary extremely 
one from the other, it is impossible to treat central nervous system disorders in general. 

In regard to prophylaxis (prevention) recited in claims 7-8 and 10, the only 
means available is the treatment of some types of CNS disorders such as anxiety or 
depression, but not the prevention of a healthy patient from getting CNS diseases, or 
disorders of perception, concentration, learning or memory in the first place. The same 
is true for claim 1 1 . 
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Thus, factors such as "sufficient working examples", "the level of skill in the art" 
and "predictability", etc. have been demonstrated to be sufficiently lacking in the use of 
the invention. In view of the breadth of the claim, the chemical nature of the invention, 
the unpredictability of ligand-receptor interactions in general, and the lack of working 
examples regarding the activity of the claimed compounds, one having ordinary skill in 
the art would have to undergo an undue amount of experimentation to use the invention 
commensurate in scope with the claims. 

It is recommended that applicants delete claims 7-1 1 to overcome this rejection. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6 and 9-10 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention: 

a. In claim 6, the term "medicament" is not clear. What medicament? Do 
applicants mean "pharmaceutical composition"? It is recommended that applicants 
replace "medicament" with pharmaceutical composition. 
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b. In claims 9-10, the phrase "for use" is a mental step. Is this a composition 
claim or a method of use claim? If it is a method of use claim, then the claim should be 
written as a method of use claim. If it is a composition claim then claims 9-10 are 
duplicates of claim 6. 

Allowable Subject Matter 

6. Claims 1-4 are allowed. 

Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kahsay Habte, Ph. D. whose telephone number is (571) 

272- 0667. The examiner can normally be reached on M-F (9.00AM- 5:30PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached at (571) 272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is (571)- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Kahsay T. Habte/ 

Primary Examiner, Art Unit 1624 
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December 14, 2007 



